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DETAILED ACTION 
Information Disclosure Statement 

1 . The information disclosure statement (IDS) submitted on 8/1 0/04 is in 
compliance with the provisions of 37 CFR 1.97. Accordingly, the information disclosure 
statement is being considered by the examiner. 

Claim Rejections • 35 USC §112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claims 3, 4, 9-16 and 19 are rejected under 35 U.S.C. 112, second paragraph, 
as being indefinite for failing to particularly point out and. distinctly claim the subject 
matter which applicant regards as the invention. 

4. Claim 3 recites the limitation "the drive member stop" in lines 1 and 3-4. There is 
insufficient antecedent basis for this limitation in the claim. The applicant is suggested 
to replace said limitation with either "drive member stop member" or "stop member of 
the drive member". 

This limitation is also recited in claims 4, 9 and 19. 

5. Claim 4 recites the limitation "the lancet stop" in line 2. There is a lack of 
antecedent basis for the limitation in the claim. The applicant is suggested to use 
similar language as provided above. 

This limitation is also recited in claim 9. 
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Claim Rejections - 35 USC § 102 

6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

7. Claims 1-5, 7, 9, 10, 12, 13 and 16-20 are rejected under 35 U.S.C. 102(b) as 
being anticipated by US 55,69,287 to Tezuka et al. 

(claim 1 ) Tezuka discloses a lancet device comprising a lancet 205 that is 
movable between a retracted position (Fig. 2) and an extended position (Fig. 3); and a 
drive member 133 that impacts the lancet to drive the lancet from the retracted position 
to the extended position, wherein the drive member is decoupled from the lancet when 
the lancet is in the extended position (and after the drive member rams the lancet, as 
shown in Fig. 4). 

(claim 2) Fig. 3 shows a stop member located in the cylinder 100 for limiting the 
travel of the drive member before the lancet reaches the fully extended position. 

(claims 3 and 4) The stop member for the drive member does not limit the travel 
of the lancet. Instead, coil spring 206 and edge 203a limits the travel of the lancet, 
which is a separate structure from the stop member of the drive member. 

(claim 5) The drive 133 member is a piston. 

(claim 7) There is a trigger latch 117 removably received in a notch 136 in the 
drive member. 

(claim 9) See the rejections to claims 1-4. 
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(claim 10) See the rejection to claim 5. 
(claim 12) See the rejection to claim 7. 

(claim 13) There is a manual cocking mechanism for moving the drive member to 
the retracted position (coL 4, lines 27-34). 

(claim 16) Before the drive member impacts the lancet, it has kinetic energy 
stored, as shown in Fig. 2. The lancet at this configuration does not have kinetic 
energy. Once the drive member is released, it uses the stored kinetic energy to impact 
the lancet so that the lancet has kinetic energy while the drive member loses its kinetic 
energy. 

(claim 17) Tezuka discloses a method of lancing skin to sample body fluid, 
comprising the steps of: impacting a lancet 205 with a drive member 133 to move the 
lancet from a retracted position (Fig. 2) to an extended position (Fig. 3), and decoupling 
the lancet from the drive member (Fig. 4). 

(claim 18) The drive member impacts a drive member stop, as recited in the 
rejection to claim 2 above. 

(claim 19) The lancet member impacts a lancet member stop, as recited in the 
rejection to claim 3 above. 

(claim 20) Tezuka provides a lancing device comprising both the lancet and the 
drive member. 

Claim Rejections - 35 USC § 103 

8. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

9. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 1 48 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S. C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

10. Claims 6 and 11 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Tezuka et'al. and in view of US 5,368,047 to Suzuki et al. 

Tezuka discloses all the limitations of the claim, including a drive spring 141 but 
is silent with regards to the drive spring having a proximal end that is closer to the lancet 
than a distal end of the drive member. However, Suzuki discloses a similar lancet 
device having a drive member 3 and a drive spring 9; wherein the drive spring has a 
proximal end that is closer to the lancet than a distal end of the drive member (Fig. 9). 
That is, the spring 9 encircles the drive member 3, which inherently provides structural 
rigidity and prevents lateral movement of the drive member. Therefore, it would have 
been obvious to one of ordinary skill in the art at the time the invention was made to 
modify the drive member of Tezuka to include an opening for receiving the drive spring, 
so that the proximal end of the drive spring is closer to the lancet than the distal end of 
the drive member, because it would prevent lateral movement of the drive member by 
providing structural rigidity to the device. 
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11. Claims 8, 14 and 15 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Tezuka et al. and in view of US 6,558,402 to Chelak et al. 

(claims 8 and 14) Tezuka discloses all the limitations of the claims except for a 
rotatable endcap for adjusting a penetration depth of the lancet. However, Chelak 
discloses an adjustable endcap for a lancing device, wherein rotation of a portion of the 
endcap adjusts the penetration depth of a lancet within the endcap (col. 4, lines 49-60). 
Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the device of Tezuka to include the adjustable endcap of 
Chelak because it would allow the user to adjust the penetration depth of the lancet. 

(claim 15) Chalak discloses an inner cap and an outer cap, wherein the outer cap 
has a helical channel having indentations for receiving a protrusion 349 from the inner 
cap (Fig. 7). This is the reverse of what is being recited in claim 15. Therefore, it would 
have been obvious to one of ordinary skill in the art at the time the invention was made 
to have the inner cap comprising the helical channel and the outer cap comprising the 
protrusion since it has been held that a mere reversal of the essential working parts of a 
device involves only routine skill in the art. In re Gazda, 219 F.2d 449, 104 USPQ 400 
(CCPA1955). 

Conclusion 

12. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 



Application/Control Number: 10/806,029 



Page 7 



Art Unit: 3731 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Darwin P. Erezo whose telephone number is (571 ) 272- 
4695. The examiner can normally be reached on M-F (8:00-4:30). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan T. Nguyen can be reached on (571) 272-4963. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system,, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




Darwin P. Ersgo 
Examiner 
Art Unit 3731 
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